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I. Basis of the report 

1 



With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed' 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7)): 

Description, Pages 

1-114 as originally filed 

Claims, Numbers 

1-26 as originally filed 

2. With regard to the language, all the elements mari<ed above were available or furnished to this Authority In the 
language in which the international application was filed, unless otherwise Indicated under this item. 

These elements were available or fumlshed to this Authority in the following language: . which is: 

□ the language of a translation furnished for the purposes of the intemational search (under Rule 23.1 (b)). 

□ the language of publication of the intemational application (under Rule 48.3(b)). 

° Bfi^el o^^e of a translation fumlshed for the purposes of intemational preliminary examination (under 
HUle 65.2 3X\QfOV 55.3). ^ 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the intemational application in written form. 

□ filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority in written fonn. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently fumished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. y « uio uicuiu^^ure 

° EfnJhaTbTen f^^ recorded in computer readable fomn is identical to the written sequence 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

i^poiiT'^^^"^^"^ ^^^^^ conte/n/ng such amendments must be refenred to under Item 1 and annexed to this 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 

1 . The questions whether the claimed Invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industnally applicable have not been examined in respect of: 

□ the entire international application, 
K claims Nos. 1 -1 5 (part), 1 7-23 

because: 

S the said intemational application, or the said claims Nos. 1 7-23 relate to the following subject matter which 
does not require an intemational preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

° Hitild be formid "^^""^ ®° '"adequately supported by the description ttiat no meaningful opinion 

El no intemational search report has been established for the said claims Nos. 1-15 (part) 

2. A meaningful intemational preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
°nstru5ion? ^''^"'^ *° "^""^ standard provided for in Annex C of the AdrrliniSratKS 

□ the written form has not been furnished or does not comply witii the Standard. 

□ the computer readable fomri has not been furnished or does not comply with ttie Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty. Inventive step or industrial applicabilitv 
citations and explanations supporting such statement -ppiicaoiirey, 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-26 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


16 




No: 


Claims 


1-15.17-26 


Industrial applicability (lA) 


Yes: 


Claims 


1-16.24-26 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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(III) 

Claims 17-23 are directed to a method of treatment of the human/animal body and 
therefore no preliminary examination is required (Rule 67.1(iv) PCT). 
It is noted by the IPEA that for the assessment of Claims 17-23 on the question 
whether their subject-matter is industrially applicable, no unified criteria exist in the 
PCT. The patentability under national patent laws can also be dependent on the 
formulation of the claims. The EPO, e.g., does not recognize the subject-matter of 
claims to the use of a compound in medical treatment as being industrially applicable, 
but will allow, however, claims to a known compound for the manufacture of a 
medicament for a new medical treatment. 

Moreover, the prodrugs of the end products of fonnula (I) claimed per se are not 
covered by the International Search Report and therefore, no preliminary search shall 
be carried out in this respect. 

(V) 

Having regard to the Intemational Search Report document 

(D1) WO 01/19831 , in particular Ex. 57 therein, involves a starting compound excluded 
due to to disclaimer Qi-(ii); 

(D2) WO 97/40017 includes generally 5-substituted 1,1-dioxo-thiadiazolidin-3-one 
compounds, without disclosing specific compounds; 

(D3) Joumal of Immunological methods, vol.207, 1997, compound 12 in Table 4 therein 
is excluded due to the disclaimer Qi=(ii); 

(D4) II Famnaco, vol.53, 1998, p.293-304. in particular Ex.6 therein differe due to the 5- 
ergolinyl moiety, which does not fall under present formula (I). 
Therefore, the requirements of Art.33(2) PCT appear to be fulfilled, provided that 
numerous further provisos in Claim 1 have not been introduced in order to exclude 
relevant prior art. The Applicant has not supplied information clarifying the reasons for 
introducing said disclaimers into the claims. 

The problem underiying the present invention appears to be the provision of 5- 
substltuted 1,1-dioxo-thiadiazolidin-3-one compounds useful as PTP-ase inhibitors in 
diabetes It treatment and related conditions. The IPEA has carefully considered the 
Applicant's arguments with regard to inventive step as stated in his letter of 7/08/2004 
and can accept that the claimed subject-matter was not anticipated from the prior art 
disclosure in (D1)/(D2)/(D3). Nevertheless, even if the cited prior art documents are no 
longer considered to be relevant, the scope of the claimed substltuents' definitions 
appears to be too broad and speculative, in particular due to the numerous provisos 
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excluding groups of compounds, thus casting serious doubt that an Inventive step could 
be based on common structural features In formula (I). 

Therefore, the requirements of Art.33(3) PCT do not appear to be fulfilled for Claims 1- 
15, 24-26, wherein numerous provisos appear to apply, whereas an inventive step can 
be acknowledged for the compounds of Claim 16. 
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